- Procter« Gamble

The Procter & Gamble Company
Miami Valley Laboratories
P.O. Box 538707, Cincinnati, Ohio 45253-8707
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April 20, 1999

Docket Management Branch (HFA-305)
Food and Drug Administration
Department of Health and Human Services
Room 1061

5630 Fishers Lane

Rockville, Maryland 20852

Attention: Mr. David Horowitz

Re: Docket No. 78N-0038
Comment No. CP8

Dear Mr. Horowitz

This letter requests an extension in the final disposition of Citizen Petition 8 (Docket 78N-0038). The
Procter and Gamble Company is requesting this extension to allow for completion of additional data
as referred to in your letter of April 8, 1999. We plan to submit supplemental UVA efficacy data in
support of our petition by June 1, 1999. Our expectation is that these data will provide the necessary
information to approve our petition.

If you have any questions please let me know. You may contact me at 513-627-1252 or 513-627-1271
(fax).

Sincerely,
THE PROCTER AND GAMBLE COMPANY

e AT

T.S. Elliott, Ph.D. MPH
Skin Beauty Care Professional & Regulatory Services

cc: Mr. Donald Dobbs (fax)
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